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P r ema r k e t A p p r ova l ( P M A )  P a ckag’e  fo r ’ 
D o cke ts M a n a g e m e n t B r a nch  

P M A  N u m b e r P O 3 0 0 2 6  
D o cket #  2 0 0 4 M - 0 3 5 6  

O rth o -Cl in ica l  D i a gnos tics, Inc . 
V itro 8  Ixm u n o d i a gnos tic P r oduc ts A n ti-H B c 

Ig M  R e a g e n t P a ck a n d  V itro s  
Immunod i a g n o s tic P r oduc ts A n ti-H B c Ig M  

C a lib r a to r 

In c l u des : 

A p p rova l  O rde r  Co r r ec tio n  L e tte r  
S u m n a r y  o f S a fe ty a n d  E ffec tive ness  D a ta  ( S S E D )  

L a b e lin g  


